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1. Company: Medtronic Sofamor Danek
1800 Pyramid Place
Memphis, TN 38132
(901) 396-3133

Contact: Regina Holmes
Senior Regulatory Affairs Specialist

Hl. Proprietary Trade Name: CORNERSTONE® PSR Cervical Fusion System

Classification Name: Intervertebral Body Fusion Device

Product Code: ODP (21 CER 888.3080)

Common Name: Cervical Interbody Fusion Device

111. Product Description

The CORNERSTONE® PSR Cervical Fusion System consists of spacers which can be

inserted between two cervical vertebral bodies to give support and correction until fusion

occurs. The hollow geometry of the implant allows it to be packed with autogeneous bone

graft. The CORNERSTONE®& PSR Cervical Fusion System also includes instrumentation

that enables the surgeon to implant the devices via an open, anterior approach.

The device sizes are available in various heights and in a 4' lordotic angle option. The

implant devices are manufactured from medical grade polyetheretherketone (PEEK -

OPTIMA® LT1) per ASTM F2026 and also contain either tantalum markers per ASTM F-

560 or titanium alloy markers per ASTM F-136 so that the position of the implant can be

determined on X-ray or other imaging.

IV. Indications for Use

The CORNERSTONE®D PSR Cervical device is indicated for cervical interbody fusion

procedures in skeletally mature patients with cervical disc disease at one level from the C2-
C3 disc to the C7-T1 disc. Cervical disc disease is defined as intractable radiculopathy

and/or myelopathy with herniated disc and/or osteophyte formation on posterior vertebral

endplates producing symptomatic nerve root and/or spinal cord compression confirmed by
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radiographic studies. This device is to be used in patients who have bad six weeks of non-

operative treatment. The CORNERSTONE® PSR device is to be used with supplemental

fixation. The CORNERSTONE® PSR device is also required to be used with autograft.

V. Performance Data

The following pre-clinical studies were conducted using worst case CORNERSTONE®

PSR devices: static and dynamic compression, static and dynamic torsion, static and

dynamic compression shear per ASTM F2077-03; subsidence per ASTM F2267-04; and

expulsion. The results of these studies were found to be substantially equivalent to legally

marketed devices.

VI. Substantial Equivalence

Documentation was provided which demonstrated that the subject device is substantially

equivalent to the following currently marketed devices: CORNERSTONE® PSR

Cervical Interbody Fusion Device (K1002 14, SE 6/25/2010); VERTE-STACK® Spinal

System (K(041197, SE 8/9/2004); PLATEAU® (PLATEAU-C) Spacer System (K093093,

Life Spine, SE 10/13/2010); and BENGAL® System (K081917, DePuy, SE 5/22/2009).

VII. Conclusion

It was determined that the subject device is substantially equivalent in design, materials,

furnction, indications for use, and scientific technology to the predicate devices presented.
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Dear- Ms. Holmes:

We have reviewed your Section 510(k) premnarket notification of intent to market the device
ref'erenced above and have determined the device is Substantially equivalent (for the indications
for use stated in thle enclosure) to legally marketed predicate devices marketed in interstate
commerce pr ior to May 28, 1 976. the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (P1MA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good m1'anlufacturi ng practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDR-f does not evaluate information related to contract liability
warranties. We remind You; however, that device labeling Must be truthful and not misleading.

lfyour device is classified (see above) into either class It (Special Controls) or class Ill (PMA), it
may be subject to additional controls. Existing major regulations affecting y'our device canl be
found in the Code of Federal Regulations, Title 2 1, Parts 800 to 898. Inl addition, FDA muay
publish further announcements concerning your device in the Federal Re tister.

Please be advised that FD)A's issulance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
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or any Federal statultes and regulations ad mini sieved by other Federal agencies. You mu1Lst
comply with all the Act's requI~ir-emenlts, including, but not lim ited to: registration and listing (2 1
CF-R ['art 807); l abelIing (2 1 CFR Part 801I); medicalI devi ce reporting (report ing ofimedicalI
device-related adverse events) (2 1 CFRZ 803);, good manulfacturing practice requirements as set
forth inl the Cluli ty systems (QS5) regulation (2 1 C FR Part 820); and if applicable, the electronic
product radiationl Control provisions (Sections 531-542 of' the Act); 2] CER 1000-1050.

If you desire specific advice for yOur device onl our labeling regulation (21 CFRZ Part 80]). please
go to lhttp://www. fda.uov/AbOutF-DA/Ceniter-sOffices/CDR-l/CDR l-0ffitces/uicmi I 5809.1itm for
the Center- for Devices and Radiological Health's (CDRIl's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (2ICFR Part
807.97). For questions regarding the reporting of adverse events tinder the M'DR regulation (21
CFR Part 803)), please go to

htt://ww.fd. av/NedcalDevee/SaetvReprtl'rble/d falt~tmfor the C DRH's Office
of*S urVeilIlanlce and B lometrics/Divis ion oF Postirarket S urveil lance.

You may obtain other general information on yOur' responsibilities under the Act From the
Division of Smnall Manulteturers. International and Consumer Assistance at its toll-free numbt
(800) 638-2041 or (301) 796-7100 or at its Internet address i
htti)://\ww xv.fdai.gov/M,,edical Devices/RcsouirceSfor- )ou/IiduIstrv\/defIlit.htmi.

Sinlcerely Yours,

Mlarki Melkerson
Director
Division Of Surgical, Orthopedic

and Restorative Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure
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Device Name: COR-NERSTONE® PSR Cervical Fusion System

Indlications for Use:

Trhe CORNERSTONE®0 PSR Cervical device is indicated for cervical interbody fusion

jprocedUres in skeletal ly mature p~atients with cervical disc disease at one level From the C2-C3

(1i80 to the C7-Tl disc. Cervical disc disease is definied as intractable radiculopathy and/or

myelopathy with herniated disc and/or osteophyte formation on posterior vertebral endplates

producing symptomatic nerve root and/or spinal cordl compression confirmed by radiographic

studies. This (device is to be used in patients who have had six weeks of noni-operative treatment.

Trhe CORNERSTONE® PSR device is to be used with supplemntal Fixation. The

CORNERSTONE® PSR device is also reqluired to be used with autograft.

Prescription Use -___X AND/OR Over-The-Counter Use ____

(Part 21 CER 80 1 Subpart D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WR ITE BEPLOW THIS L[NE-CONTINUEZ ON ANOTHER PAGE IF NEEDE.D)

Concur cnce of CORHI Office of Device Evaluation (ODE)

rid Restorative Devices

5 10k)Number 01ll269


